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the appropriate method of modeling of the outcome
should have been performed (not a timed-event analy-
sis), and the relationships between potential prognostic
factors should have been explored.
How might the authors have improved the quantity
and quality of evidence provided by their study? It
would have been ideal if all surviving patients had
undergone a standardized assessment in the same
manner within a defined end-point interval, preferably
performed at the study institutions by the dedicated
investigators. This would supplement the study with
important and more valid cross-sectional information
about current outcomes in a defined cohort. A more
detailed analysis of trends in patient characteristics
and outcomes over time should have been performed.
From the patients’ perspective, outcomes begin at
birth (and maybe even before birth), not at repair.
Perhaps an analysis by birth cohorts (grouping the
patients by their date of birth) should also have been
performed, recognizing that the study results are rele-
vant only to those patients with partial atrioventricu-
lar canal defects who underwent repair procedures.
Other than survival and reoperation, the longitudinal
aspects of this study are weak, given the limitations of
the definitions. Statistical methods for the analysis of
repeated or serial measurements are currently avail-
able for the modeling of evolving longitudinal out-
comes and the testing of associated prognostic factors.
The study should have collected more quantitative
data longitudinally over all available assessments
(particularly grade of valve regurgitation or stenosis
and severity of left ventricular outflow obstruction)
and used these analytic techniques. This was likely
not feasible or sufficiently valid over the long period
of the study. A less optimal but more feasible alterna-
tive would have been to improve the analysis of reop-
eration, particularly by identifying freedom from
reoperation for particular causes. Although the defin-
ition of left atrioventricular valve residual or recurrent
defects and left ventricular outflow obstruction may
be subjective and problematic, one measure of the sig-
nificance of these defects is the need for reoperation,
an end point that is discrete and subject to less debate.
The number of potential prognostic factors reported in
this study is small; perhaps a more detailed and
enriched data set might have been created. Health sta-
tus and quality of life are important outcomes to
patients; perhaps patients might have completed one
of the currently available validated questionnaires,
especially because most of the subjects were either
seen at the study institution or were contacted to com-
plete a medical questionnaire.
Despite these missed opportunities, the study by El-
Najdawi and associates represents an excellent
attempt at a more valid and comprehensive assess-
ment of outcomes, and the authors are to be com-
mended on the excellent follow-up of a well-defined
patient series. Nonetheless, the reported results relat-
ed to medical morbidity must be viewed in light of
important threats to validity. It should also be recog-
nized that if only perfect studies were published,
much of the available evidence currently guiding
medical practice would not exist.
Brian W. McCrindle, MD, MPH, FRCPC
Toronto, Ontario, Canada
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